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Overview
FDA-Approved Indications
A. Idiopathic Pulmonary Fibrosis
Ofev is indicated for the treatment of adults with idiopathic pulmonary fibrosis (IPF).
B. Chronic Fibrosing Interstitial Lung Diseases with a Progressive Phenotype
Ofev is indicated for the treatment of adults with chronic fibrosing interstitial lung diseases (ILDs)
with a progressive phenotype.
C. Systemic Sclerosis-Associated Interstitial Lung Disease
Ofev is indicated to slow the rate of decline in pulmonary function in adult patients with systemic
sclerosis-associated interstitial lung disease (SSc-ILD).

All other indications are considered experimental/investigational and not medically necessary.

Coverage Guidelines
Authorization may be granted for members new to the plan who are currently receiving treatment with the
requested medication, excluding when the product is obtained as samples or via manufacturer’s patient
assistance programs.
OR
Authorization may be granted when the following diagnosis-specific criteria is met:
A. Idiopathic Pulmonary Fibrosis (IPF)
Authorization may be granted for treatment of idiopathic pulmonary fibrosis when the member has
undergone a diagnostic work-up which includes the following:
1. Other known causes of interstitial lung disease (e.g., domestic and occupational environmental
exposures, connective tissue disease, drug toxicity) have been excluded AND
2. The member has completed a high-resolution computed tomography (HRCT) study of the chest
or a lung biopsy which reveals a result consistent with the usual interstitial pneumonia (UIP)
pattern, OR has completed an HRCT study of the chest which reveals a result other than the UIP
pattern (e.g., probable UIP, indeterminate for UIP) and the diagnosis is supported by a lung
biopsy. If a lung biopsy has not been previously conducted, the diagnosis is supported by a
multidisciplinary discussion between a radiologist and pulmonologist who are experienced in
IPF.
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B. Chronic Fibrosing Interstitial Lung Diseases with a Progressive Phenotype

Authorization may be granted for treatment of chronic fibrosing interstitial lung diseases with a

progressive phenotype when the member meets both of the following criteria:

1. The member has completed a high-resolution computed tomography (HRCT) study of the chest
that shows fibrosis affecting at least 10 percent of the lungs.

2. The member has progressive disease (e.g., forced vital capacity [FVC] decline greater than or
equal to 10% of the predicted value, worsening respiratory symptoms, increased extent of
fibrosis on HRCT).

C. Systemic Sclerosis-Associated Interstitial Lung Disease (SSc-ILD)
Authorization may be granted for treatment of systemic sclerosis-associated interstitial lung disease
when the member’s diagnosis was confirmed by a high-resolution computed tomography (HRCT)
study of the chest.

Continuation of Therapy
All members (including new members) requesting authorization for continuation of therapy for an indication
listed above may be granted an authorization when the member is currently receiving treatment with Ofev.

Limitations
1. Approvals will be granted for 12 months.
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